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Information Disclosure Statement 
The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609 A(1 ) states, "the 
list may not be incorporated into the specification but must be submitted in a separate 
paper." Therefore, unless the references have been cited by the examiner on form 
PTO-892, they have not been considered. 

Claim Objections 

Claims 1-3, 5-7, 9, 10, and 12-16 are objected to because of the following 
informalities: 

On line 5 of claim 1 , "simultaneously with the presentation of the test," should be 
replaced with "simultaneously presenting the neuropsychological test to the patient and" 

Also on line 5 of claim 1, "a patient's" should be replaced with "the patient's"; 

On line 6 of claim 1, "activity using" should be replaced with "signals using"; 

On line 7 of claim 1 , "bandpass settings" should be replaced with "bandpass filter 
settings"; 

Also on line 7 of claim 1, "recording late-occurring" should be replaced with 
"recording of late-occurring"; 

On line 8 of claim 1 , "a subject's" should be replaced with "the patient's"; 

On line 1 5 of claim 1 , "the standardized" should be replaced with "the 
neuropsychological"; 

On line 17 of claim 1, "prognoses" should be replaced with "a prognosis"; 
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On line 18 of claim 1, "tests" should be replaced with "test"; 
On line 1 of claim 2, "above steps" should be replaced with "steps of the method"; 
On line 4 of claim 2, "the typical" should be replaced with "a typical"; 
On lines 1-2 of claim 3, "above steps" should be replaced with "steps of the 
method"; 

On line 3 of claim 5, "the neuropsychological test scores" should be replaced with 
"test scores of the neuropsychological test"; 

On line 2 of claim 4, "this association" should be replaced with "an association 
between the ERP data and the obtained behavioral data". 

On line 2 of claim 6, "the N400" should be replaced with "the N400 component of 
the ERP"; 

On lines 2-3 of claim 7. "the P300 and the LPC (late positive component)" should 
be replaced with "the P300 component and the LPC (late positive component) of the 
ERP"; 

On lines 3-4 of claim 9, "the two averaged waveforms (congruent and 
incongruent)" should be replaced with "the two waveforms, wherein one waveform is 
congruent and the other is incongruent"; 

On line 2 of claim 10, "the three levels of difficulty" should be replaced with "three 
levels of difficulty of the neuropsychological test"; 

On lines 2-3 of claim 10, "the three electrode sites (Fz, Cz, and Pz)" should be 
replaced with "three electrode sites, the three sites being Fz, Cz, and Pz"; 

On line 2 of claim 12, "the sum" should be replaced with "a sum"; 
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On line 1 of claim 13, "using the" should be replaced with "wherein the 
neuropsychological test comprises the"; 

On line 2 of claim 13, "the computerized PPVT" should be replaced with "a 
computerized Peabody Picture Vocabulary Test (PPVT)"; 

On line 2 of claim 14, "PPVT-R" should be replaced with "Peabody Picture 
Vocabulary Test— Revised (PPVT-R)" 

On line 3 of claim 14, "is used" should be replaced with "are used" 

On lines 1-2 of claim 15, "the correlational analysis" should be replaced with "the 
analysis relating ERP data to obtained behavioral data"; 

On line 1 of claim 16, "the features" should be replaced with "features"; 

On line 2 of claim 16, "the highest correlation" should be replaced with "the 
highest correlation between the ERP data and the obtained behavioral data" 

On line 3 of claim 16, "i.e.," should be replaced with "i.e." 

Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more clainns particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 4-12, and 15 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 4-9 recite the limitation "the analysis" on line 1 of claim 4, on line 1 of 
claim 5. on line 2 of claim 6, on line 2 of claim 7, on line 1 of claim 8, and on line 1 of 
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claim 9. However, neither the claims themselves nor claim 1, upon which each of 
claims 3-9 depends, recites a limitation corresponding to "the analysis". However, in 
claim 1 , the method includes the separate steps of "applying a series of analysis 
algorithms that relate ERP data to obtained behavioral data in an interpretable manner" 
and of "applying a series of analysis algorithms that permit interpretation of ERP with in 
the context of the standardized tests framework even in the absence of behavioral 
data". It is assumed that "the analysis" refers to at least one of these steps of applying a 
series of analysis algorithms, but it is still unclear as to whether "the analysis" refers to a 
particular one of the distinct steps of analysis or both. For the purposes of this 
examination only, "the analysis" is interpreted as referring to either of the two steps of 
applying a series of analysis algorithms. However, the applicant must, in any case, 
change the claim language to clarify what is meant by "the analysis". 

Claim 12 recites "the method provides for the analysis: one baseline case in 
which the sum is composed of a single t-score (at the peak); and ten different semi- 
intervals varying by 20 ms from 20 ms to 200 ms." However, the meaning of this claim 
language is unclear. In particular, the notation "provides for the analysis:" is unclear 
since the language following the colon fail to describe steps of an analysis. Also, it is 
unclear how "the sum" can be composed of one value, when a. sum is defined as the 
result of two values added together. Therefore, the language fails to convey any 
limitations on the steps of applying analysis algorithms in claim 1 , upon which claim 12 
depends. For purposes of this examination only, the claim is being interpreted to mean 
that one of the steps of applying a series of analysis algorithms involves analyzing one 
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baseline case in which some value is composed of a single t-score and analyzing ten 
different semi-intervals of the ERP data and the behavioral data, where the semi- 
intervals comprise 20 ms segments of the signal from 20 ms to 200 ms. However, the 
applicants must still amend the claim language to clarify the meaning of the claim 

Claim 15 recites the limitations "these optimal waveform features" on line 2 of 
claim and "the magnitude tends to one" on line 3 of the claim. While "these optimal 
waveform features" admit that particular waveform features are required, it is unclear as 
to what those particular features are. Furthermore, it is unclear which magnitude tends 
to one. As a result of these problems, the claim lacks any clear meaning and is 
impossible to interpret. For the purposes of this examination only, the phrase "these 
optimal waveform features" are being interpreted to mean any waveform features, and 
"the magnitude tends to one" is also interpreted as any situation in which the correlation 
is optimized. However, the applicants must still amend the claim language to clarify the 
meaning of these limitations in the claim. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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Claims 1, 5, 7, 15 and 16 are rejected under 35 U.S.C. 102(e) as being 
anticipated by US Patent No. 6,434,419 to Gevins et al. (herein referred to as Gevins 
*419). Gevins '419discloses a method for cognitive function assessment in a patient 
(col. 2, lines 25-29 of Gevins *419), wherein a neuropsychological test is adapted to a 
computer format to present stimuli to the patient (col. 8, lines 21-26; col. 9, lines 5-17 of 
Gevins '419). The test was simultaneously presented to the patient while recording the 
patient's EEG signals using standard research level EEG equipment, including 
particular bandpass filter settings that enable recording of late-occurring cognitive ERPs 
from a number of locations on the patient's head (col. 8, lines 2-17; col. 9, lines 8-13; 
col. 10, line 66-coL 11, line 3 of Gevins '419). The recorded EEG signals were 
manipulated in order to examine each sample of recorded EEG and average together 
(col. 1 1 , lines 6-10 of Gevins '419). A series of analysis algorithms were applied that 
relate ERP data to obtained behavioral data in an interpretable manner (col. 1, lines 42- 
56; col. 1 1 , line 25- col. 12, line 56 of Gevins '419), and a series of analysis algorithms 
were applied that permit interpretation of ERP within the context of the 
neuropsychological test's framework even in the absence of behavioral data (col. 12, 
line 42-col. 14, line 13; col. 14, lines 14-44 of Gevins '419). Prognosis of patient 
outcome was made using ERP data obtained using the computer-adapted 
neuropsychological test (col. 14, lines 20-27; col. 25, lines 18-26; col. 25, lines 30-50; 
col. 26, lines 60-65 Gevins '419). 
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Regarding claim 5, the analysis uses waveform features and parameters that 
maximize the correlation between the ERP components and the neuropsychological test 
scores (col. 12, lines 48-56; figs. 4, 5, 6 of Gevins '419). 

Regarding claim 7, the function assessed is that of memory ability (col. 9, lines 
10-12 of Gevins '419) and the analysis uses the P300 component of the ERP (col. 1 1 , 
lines 8-10; col. 12, line 50-col. 13, line 22 of Gevins '419), wherein the P300 component 
of the ERP is a late positive component LPC (see paragraph 0246 of US Patent 
Application Publication 2003/0013981 to Gevins et al.; col. 8, lines 47-50 of US Patent 
No. 5,363.858 to Fanwell; col. 4, line 57-col. 5, line 17 of US Patent No. 5,243,517 to 
Schmidt et al.) 

Regarding claim 15, the analysis relating the ERP data and the behavioral data is 
adjusted to fit some waveform features, wherein, by doing so, the correlation is 
optimized, wherein the correlation is optimized by making the correlation as effective as 
possible at the time of invention (col. 8, lines 50-53; col. 12, line 43-col. 13, line 22 of 
Gevins '419). 

With regard to the language of claim 16,- the applicants should note that this is 
merely "results" language, which cannot be relied upon to define over the prior art of 
Gevins '419, since the reference teaches all of the claimed steps and their recited 
relationships. Moreover, the examiner will presume that the recited results are inherent 
in Gevins '419, since all the claimed steps and the relationships therebetween are met 
by the reference. If the recited result Is not inherent In Gevins '419, then this would 
mean that the applicants have failed to recite one or more critical features of the present 
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invention (i.e. a problem under 35 U.S.C. 1 12, 1^^ paragraph). See Ex parte Masham 2 
USPQ2"^1647. 

Allowable Subject Matter 

Claims 2, 3, 13, and 14 are objected to as being dependent upon a rejected base 
claim, but would be allowable If rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Claims 4-6, and 8-1 1 would be allowable if rewritten to overcome the rejection(s) 
under 35 U.S.C. 112, 2nd paragraph, set forth in this Office action and to include all of 
the limitations of the base claim and any intervening claims. 

The following is a statement of reasons for the indication of allowable subject 
matter: 

Regarding claim 2, the prior art of record fails to teach or fairly suggest a method 
for cognitive function assessment in a patient wherein a series of analysis algorithms 
are applied to relate event related potentials (ERR) data to obtained behavioral data in 
an interpretable manner, and wherein the steps of the method are conducted in such a 
manner as to permit the evaluation of a patient's state of mental functioning using ERR 
even if the patient is unable to verbally or behaviorally perform the test in the typical 
fashion. 

Regarding claim 3, the prior art of record fails to teach or fairly suggest a method 
for cognitive function assessment In a patient wherein the steps of the method are used 
to evaluate patient progress through medical treatment using event-related potential 
data obtained using the computer-adapted neuropsychological tests. US Patent 
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Application Publication No. 2003/0013981 to Gevins et al (herein referred to as Gevins 
'981) discloses a method in which patient progress through medical treatment is 
evaluated using ERP data obtained by a computer-adapted neuropsychological test 
(see paragraphs 0017, 0021, 0022, 0079, 0080, 0082-0094, 001014-0143, 0173-0201, 
0218-0251 of Gevins *981). However, Gevins '981 fails to apply a series of analysis 
algorithms that permit interpretation of ERP data within the context of the 
neuropsychological test's framework even in the absence of behavioral data. Instead, 
Gevins *981 continually relies upon both ERP data and behavioral data to make a 
prognosis of patient outcome. 

Regarding claim 4, the prior art of record fails to teach or fairly suggest a method 
for cognitive function assessment in a patient wherein the series of analysis algorithms 
applied to relate event-related potential (ERP) data to obtained behavioral data in an 
interpretable manner use the Pearson correlation coefficient to evaluate the strength of 
the association. 

Regarding claim 6, the prior art of record fails to teach or fairly suggest a method 
for assessment of semantic comprehension ability in a patient wherein the wherein the 
series of analysis algorithms applied to relate event-related potential (ERP) data to 
obtained behavioral data in an interpretable manner wherein the analysis uses the N400 
component of the ERP. 

Regarding claims 8-1 1 , the prior art of record fails to teach or fairly suggest a 
method for cognitive function assessment in a patient wherein the wherein the series of 
analysis algorithms applied to relate event-related potential (ERP) data to obtained 
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behavioral data in an interpretable manner uses a discrimination formally expressed 
using serial t-scores that provide a statistical method of comparing two waveforms on a 
point-by-point basis to establish where the waveforms differed in time. 

Regarding claim 12, the prior art of record fails to teach or fairly suggest a 
method for cognitive function assessment in a patient wherein a series of analysis 
algorithms are applied that relate ERP data to obtained behavioral data in an 
interpretable manner and that permit interpretation of ERP within the context of the 
neuropsychological test's framework even in the absence of behavioral data, wherein at 
least some part of the analysis algorithms comprise analyzing one baseline case in 
which some value is composed of a single t-score and analyzing ten different semi- 
intervals of the ERP data and the behavioral data, where the semi-intervals comprise 20 
ms segments of data of the signal from 20 ms to 200 ms. 

Regarding claim 13, the prior art of record fails to teach or fairly suggest a 
method for cognitive function assessment in a patient using the first level of the 
computerized PPVT in conjunction with a centro-parietal montage (Cz and Pz). 

Regarding claim 14, the prior art of record fails to teach or fairly suggest a 
method for cognitive function assessment in a patient wherein correlation coefficients, 
which numerically express a relationship linking certain elements of the event-related 
potentials (ERP) to Peabody Picture Vocabulary Test-Revised (PPVT-R) scores", are 
used to elucidate which waveform features are critical. 

Conclusion 
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The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

US Patent No. 4.932,416 to Rosenfeld 
US Patent No. 6,754,524 to Johnson. Jr. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia C. Mallari whose telephone number is (571) 
272-4729. The examiner can normally be reached on Monday-Friday 10:00 am-6:30 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Patent Examiner 
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